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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election of Group I, claims 1-7, 10, 11 and 13-15, with the species of thymosin 
beta 4 in the reply filed on 8-2-07 is acknowledged. Because applicant did not distinctly and 
specifically point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

Claims 8-9 and 12 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected Group II and III, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 7-30-07. 

[ 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 13-15 are rejected under 35 U.S.C. 102(b) as being anticipated by Goldstein et al. 
(US5578570). 

The claims are drawn to composition comprising of thymosin-p-4. 

Goldstein et al. teaches that T(34 may be formulated in a conventional manner for 
administration by any suitable route. Suitable routes of administration include, but are not limited 
to, oral, rectal, nasal, topical, vaginal, and parenteral (including subcutaneous, intramuscular, 
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intravenous and intradermal) (see col. 3, lines 1-7). Formulations suitable for topical administration 
include lozenges comprising Tf$4 in a flavored basis, usually sucrose and acacia or tragacanth; 
pastilles comprising T(34 in an inert basis such as gelatin and glycerin, or sucrose and acacia; and 
mouthwashes comprising T(34 to be administered in a suitable liquid carrier. Formulations suitable 
for topical administration to the skin may be presented as ointments, creams, gels and pastes 
comprising T(34 and a pharmaceutical^ acceptable carrier, or may utilize a transdermal patch 
containing the ingredient to be administered (see col. 3, lines 33-43). Thus, it would have been 
obvious to formulate T(34 into a pharmaceutical formulation for topical purpose for the purposes of 
prompting wound healing. 

While the reference may not disclose promotion, healing or prevention of blisters, sores and 
skin degeneration associated with Epidermolysis Bullosa, it has been held that the granting of the 
patent drawn to a composition cannot be based on a new use for the composition. See In Re Hack . 
114 USPQ 161, 163 (CCPA 1957). The recitation of a new intended use for an old product 
does not make a claim to that old product patentable. In re Spada . 15 USPQ2d 1655, 1657 (Fed. 
Cir. 1990) ("The discovery of a new property or use of a previously known composition, even when 
that property and use are unobvious from prior art, can not impart patentability to claims to the 
known composition."); In re Pearson . 181 USPQ 641, 644 (CCPA 1974) (intended use of an old 
composition does not render composition claim patentable); In re Benner. 82 USPQ 49, 53 (CCPA 
1949) ("no provision has been made in the patent statutes for granting a patent upon ah old product 
based solely upon discovery of a new use for such product"). In In re Zierden . 162 USPQ 102, 104 
(CCPA 1969), one of the claim at issue was drawn to a "composition for removing and preventing 
alluvium deposits in water systems consisting essentially of insoluble potassium metaphosphate, 
solublizing agent therefor and a compatible dispersing agent." Zierden . at 103. Appellants argued 
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that the prior art at issue did not disclose or suggest that the composition of the prior art could be 
utilized to prevent alluvium deposition, as well as calcium carbonate deposition, from industrial 
waters. Zierden at 103. The U.S. Court of Customs and Patent Appeals maintained the prior art 
rejection under 102 and stated that "A mere statement of a new use for an otherwise old or obvious 
composition cannot render a claim to the composition patentable" Zierden at 104. The Court 
further stated, citing In re Lemin . 104 USPQ 273 (964), that the "difference over the prior at must be 
more substantial than a statement of intended use" and the composition of the prior art would be 
exacdy the same whether the user were told to use it for the claimed purpose or the purpose 
disclosed in the prior art. Zierden at 104. Thus, since the prior art teaches the composition, the 
claimed limitations have been taught and the reference, thus, anticipates the claimed invention. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), 
that are applied for establishing a background for determining obviousness under 35 U.S.C. 103(a) 
are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims, at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 
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This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

3. Claims 1-7, 10-11, and 13-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pierce et al (US5965530) and Roseeuw et al. (Medline abstract) in view of Malinda et al. (FASEB) 
and Frohm et al. (Eur. J. Biochem) and Goldstein et al. (US5578570). 

The claims are drawn to a method of treating or preventing blisters, sores, skin dengenration 
associated with Epidermolysis Bullosa comprising administering a thymosin beta 4. 

The reference of Pierce et al. teach generally Epidermolysis bullosa is a defect in adherence 
of the epidermis to the underlying dermis, resulting in frequent open, painful blisters which can 
cause severe morbidity. Accelerated reepithelialization of these lesions, would result in less risk of 
infection, diminished pain, and less wound care (see col. 2, lines 35-41). Roseeuw et al. Teaches 
that in epidermolysis bullosa, any therapy that improves wound healing would be beneficial for 
patients (see abstract). The difference between the reference and the instant application is that the 
reference does not specifically teach the use of thymosin-(3-4 (T(34). 

However, Malinda et al. Teach that Tp4 interacts with G-actin and is through to be a 
important mediator in cell proliferation (see abstract). The reference demonstrates that T(34 acts as a 
chemoattractant, stimulating directional HUVEC migration (see page 476). In a wound closure 
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assay, accelerated wound closure was observed using T(34. The results indicated that migration was 
enhanced when cells were presented with uniform concentration of T(34 (see page 477). The 
reference concludes that the T(34 is an important factor in angiogenesis and suggested that it is 
involved to some extent in blood vessel formation. The formation of blood vessels is also 
important part of wound healing (see page 480). T(34 has been identified as a major constituent of 
wound and blister fluids and is proposed that it could play a major role in wound healing (see Frohm 
et al. and page 480 in Malinda et al.). As blood vessel are an essential early response to wounding, 
increased neovascularization resulting form T(34, one of ordinary skill in the art would conclude that 
the T(34 would be beneficial to wound healing. 

Therefore, it would have been obvious to one of ordinary skill in the art to use T(34 in the 
treatment of blisters and sores in Epidermolysis bullosa. One or ordinary skill in the art would have 
been motivated to do so because in a wound closure assay, accelerated wound closure was observed 
using T(34 and As blood vessel are an essential early response to wounding, increased 
neovascularization resulting form T(34, one of ordinary skill in the art would conclude that the T(34 
would be beneficial to wound healing. Furthermore, one would desired to use wound healing agents 
and there would have been a reasonable expectation of success that using wound healing agents is a 
beneficial treatment method for blisters or sores because the art teaches that accelerated 
reepithelialization of these lesions, result in less risk of infection, diminished pain, and less wound 
care and any therapy that improves wound healing is beneficial for patients with Epidermolysis 
bullosa. 

Finally, the reference of Goldstein et al. teaches that T|34 may be formulated in a 
conventional manner for administration by any suitable route. Suitable routes of administration 
include, but are not limited to, oral, rectal, nasal, topical, vaginal, and parenteral (including 
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subcutaneous, intramuscular, intravenous and intradermal) (see col. 3, lines 1-7). Formulations 

* 

suitable for topical administration include lozenges comprising T(34 in a flavored basis, usually 
sucrose and acacia or tragacanth; pastilles comprising T(54 in an inert basis such as gelatin and 
glycerin, or sucrose and acacia; and mouthwashes comprising T(34 to be administered in a suitable 
liquid carrier. Formulations suitable for topical administration to the skin may be presented as 
ointments, creams, gels and pastes comprising T(34 and a pharmaceutical^ acceptable carrier, or may 
utilize a transdermal patch containing the ingredient to be administered (see col. 3, lines 33-43). 
Thus, it would have been obvious to formulate T(34 into a pharmaceutical formulation for topical 
purpose for the purposes of prompting wound healing. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined application claim is 
either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 
140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F:2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and 
In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned with 
this application, or claims an invention made as a result of activities undertaken within the scope of a 
joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 
4. Claims 13-15 are rejected on the ground of nonstatutory obviousness-type double patenting 

as being unpatentable over claims 1-13 of U.S. Patent No. 7,268,118. Although the conflicting 
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claims are not identical, they are not patentably distinct from each other because of the following 
reasons. 

The claims are drawn to composition comprising of thymosin-(3-4. 

The US patent claims a composition comprising a polypeptide comprising amino acid 
sequence LKKTET [SEQ ID NO:l] or a conservative variant thereof, the composition further 
comprising a carrier for application to a surface of human body, wherein said carrier is for 
application to an external surface of said body or to an internal surface of said body, the 
composition comprising a gel, cream, paste, lotion, spray, suspension, dispersion, salve, hydrogel or 
ointment, wherein said polypeptide is gelsolin, vitamin D binding protein (DBP), profilin, cofilin, 
depactin, Dnasel, viUin, fragmin, severin, capping protein, beta- actinin, acumentin, TB4, TB4ala, 
TB9, TB 10, TBI 1, TBI 2, TBI 3, TBI 4, or TBI 5 , wherein said polypeptide is at a concentration in 
said carrier of at least about 0.01 ng/ml, and up to about 60 micrograms per 300 microliter (see 
claim 1). The US patent specifically claims the use of T(34 in the composition (see claim 12). The 
difference between the US patent and the instant claims is that the US patent does not specifically 
claim using T(34 for the promotion, healing or prevention of blisters, sores and skin degeneration 
associated with Epidermolysis Bullosa. 

However, it has been held that the granting of the patent drawn to a composition cannot be 
based on a new use for the composition. See In Re Hack . 114 USPQ 161, 163 (CCPA 1957). The 
recitation of a new intended use for an old product does not make a claim to that old product 
patentable. In re Spada . 15 USPQ2d 1655, 1657 (Fed. Cir. 1990) ("The discovery of a new property 
or use of a previously known composition, even when that property and use are unobvious from 
prior art, can not impart patentability to claims to the known composition."); In re Pearson . 
181 USPQ 641, 644 (CCPA 1974) (intended use of an old composition does not render composition 
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claim patentable); In re Benner. 82 USPQ 49, 53 (CCPA 1949) ("no provision has been made in the 
patent statutes for granting a patent upon an old product based solely upon discovery of a new use 
for such product"). In In re Zierden . 162 USPQ 102, 104 (CCPA 1969), one of the claim at issue 
was drawn to a "composition for removing and preventing alluvium deposits in water systems 
consisting essentially of insoluble potassium metaphosphate, solublizing agent therefor and a 
compatible dispersing agent." Zierden . at 103. Appellants argued that the prior art at issue did not 
disclose or suggest that the composition of the prior art could be utilized to prevent alluvium 
deposition, as well as calcium carbonate deposition, from industrial waters. Zierden at 103. The 
U.S. Court of Customs and Patent Appeals maintained the prior art rejection under 102 and stated 
that "A mere statement of a new use for an otherwise old or obvious composition cannot render a 
claim to the composition patentable" Zierden at 104. The Court further stated, citing In re Lemin . 
104 USPQ 273 (964), that the "difference over the prior at must be more substantial than a 
statement of intended use" and the composition of the prior art would be exacdy the same whether 
the user were told to use it for the claimed purpose or the purpose disclosed in the prior art. 
Zierden at 104. Thus, since the US patent claims the same composition, the claimed limitations 
have been meet and the US patented claims are not patentably distinct from the claimed invention. 

5. The reference of Marini (US6821524) has been cited as being pertinent to Applicants 
disclosure. 

6. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
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the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)^273-8300. 



(s&sh Gupta 
'atentyExaminer 



